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him otherwise establish that such test
is not required to determine safety for
the use proposed.

(c) Upon written request describing
the proposed use of a color additive and
the proposed experiments to determine
its safety, the Commissioner will ad-
vise a person who wishes to establish
the safety of a color additive whether
he believes the experiments planned
will yield data adequate for an evalua-
tion of the safety of the additive.

§ 70.45 Allocation of color additives.
Whenever, in the consideration of a

petition or a proposal to list a color ad-
ditive or to alter an existing listing,
the data before the Commissioner fail
to show that it would be safe to list the
color additive for all the uses proposed
or at the levels proposed, the Commis-
sioner will notify the petitioner and
other interested persons by publication
in the FEDERAL REGISTER that it is nec-
essary to allocate the safe tolerance for
the straight color in the color additive
among the competing needs. This no-
tice shall call for the presentation of
data by all interested persons on which
the allocation can be made in accord-
ance with section 721(b)(8) of the act.
The time for acting upon the petition
shall be stayed until such data are pre-
sented, whereupon the time limits
shall begin to run anew. As promptly
as possible after presentation of the
data, the Commissioner will, by order,
announce the allocation and the toler-
ance limitations.

§ 70.50 Application of the cancer
clause of section 721 of the act.

(a) Color additives that may be ingested.
Whenever (1) the scientific data before
the Commissioner (either the reports
from the scientific literature or the re-
sults of biological testing) suggest the
possibility that the color additive in-
cluding its components or impurities
has induced cancer when ingested by
man or animal; or (2) tests which are
appropriate for the evaluation of the
safety of additives in food suggest that
the color additive, including its compo-
nents or impurities, induces cancer in
man or animal, the Commissioner shall
determine whether, based on the judg-
ment of appropriately qualified sci-
entists, cancer has been induced and

whether the color additive, including
its components or impurities, was the
causative substance. If it is his judg-
ment that the data do not establish
these facts, the cancer clause is not ap-
plicable; and if the data considered as a
whole establish that the color additive
will be safe under the conditions that
can be specified in the applicable regu-
lation, it may be listed for such use.
But if in the judgment of the Commis-
sioner, based on information from
qualified scientists, cancer has been in-
duced, no regulation may issue which
permits its use.

(b) Color additives that will not be in-
gested. Whenever the scientific data be-
fore the Commissioner suggest the pos-
sibility that the color additive, includ-
ing its components or impurities, has
induced cancer in man or animals by
routes other than ingestion, the Com-
missioner shall determine whether,
based on the judgment of appropriately
qualified scientists, the test suggesting
the possibility of carcinogenesis is ap-
propriate for the evaluation of the
color additive for a use which does not
involve ingestion, cancer has been in-
duced, and the color additive, including
its components or impurities, was the
causative substance. If it is his judg-
ment that the data do not establish
these facts, the cancer clause is not ap-
plicable to preclude external drug and
cosmetic uses, and if the data as a
whole establish that the color additive
will be safe under conditions that can
be specified in the regulations, it may
be listed for such use. But if, in the
judgment of the Commissioner, based
on information from qualified sci-
entists, the test is an appropriate one
for the consideration of safety for the
proposed external use, and cancer has
been induced by the color additive, in-
cluding its components or impurities,
no regulation may issue which permits
its use in external drugs and cosmetics.

(c) Color additives for use as an ingredi-
ent of feed for animals that are raised for
food production. Color additives that
are an ingredient of the feed for ani-
mals raised for food production and
that have the potential to contaminate
human food with residues whose con-
sumption could present a risk of cancer
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to people must satisfy the require-
ments of subpart E of part 500 of this
chapter.

[42 FR 15636, Mar. 22, 1977, as amended at 43
FR 22675, May 26, 1978; 52 FR 49586, Dec. 31,
1987]

§ 70.51 Advisory committee on the ap-
plicability of the anticancer clause.

All requests for and procedures gov-
erning any advisory committee on the
anticancer clause shall be subject to
the provisions of part 14 of this chap-
ter, and particularly subpart H of that
part.

§ 70.55 Request for scientific studies.
The Commissioner will consider re-

quests by any interested person who
desires the Food and Drug Administra-
tion to conduct scientific studies to
support a petition for a regulation for
a color additive. If favorably acted
upon, such studies will be limited to
pharmacological investigations, stud-
ies of the chemical and physical struc-
ture of the color additive, and methods
of analysis of the pure color additive
(including impurities) and its identi-
fication and determination in foods,
drugs, or cosmetics, as the case may
be. All requests for such studies shall
be accompanied by the fee prescribed
in § 70.19.

PART 71—COLOR ADDITIVE
PETITIONS

Subpart A—General Provisions
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71.1 Petitions.
71.2 Notice of filing of petition.
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Subpart A—General Provisions
§ 71.1 Petitions.

(a) Any interested person may pro-
pose the listing of a color additive for
use in or on any food, drug, or cosmetic
or for coloring the human body. Such
proposal shall be made in a petition in
the form prescribed in paragraph (c) of
this section. The petition shall be sub-
mitted in triplicate. If any part of the
material submitted is in a foreign lan-
guage, it shall be accompanied by an
accurate and complete English trans-
lation. The petitioner shall state the
post-office address in the United States
to which published notices or orders
issued or objections filed pursuant to
section 721 of the act may be sent.

(b) Pertinent information may be in-
corporated in, and will be considered as
part of, a petition on the basis of spe-
cific reference to such information sub-
mitted to and retained in the files of
the Food and Drug Administration.
However, any reference to unpublished
information furnished by a person
other than the applicant will not be
considered unless use of such informa-
tion is authorized in a written state-
ment signed by the person who submit-
ted the information. Any reference to
published information offered in sup-
port of a color additive petition should
be accompanied by reprints or photo-
static copies of such references.

(c) Petitions shall include the follow-
ing data and be submitted in the fol-
lowing form:

—————————(Date)

Name of petitioner —————————————
Post-office address —————————————
Name of color additive and proposed use ——

Office of Premarket Approval (HFS–200),
Center for Food Safety and Applied Nutri-

tion,
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